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Status of Application, Amendments and/or Claims 

The amendment filed 07 August 2006 has been entered in full. New claim 8 was 
added. Claims 3-5 and 8 are pending and under examination. 

The text of those sections of Title 35, U.S. Code not included in this action can 
be found in a prior OfTice action. 

Withdmwn Objections And/Or Rejections 

The rejection of claims 3 and 5 under 35 U.S.C. 102(b) as being anticipated by 
Abendroth ef a/. (Erythropoietin enhances histomorphometric signs of renal 
osteodystrophy. Bone (1997) Vol. 20, No. 4 SUPPL., pp. 83S. Abstract. Meeting Info: 
25th European Symposium on Calcified Tissues. Harrogate, England, UK. April 25-29, 
1 997), as set forth at pages 4-5 of the previous Office Action (07 February 2006) is 
withdrawn in view of Applicant's arguments (07 August 2006). 

The rejection of claim 4 under 35 U.S.C. 103(a) as being unpatentable over 
Abendroth ef al. as applied to claim 3 above, and further in view of Nielsen et al. US 
2002/0061849 A1, as set forth at pages 5-6 of the previous Office Action (07 February 
2006) is withdrawn in view of Applicant's arguments (07 August 2006). 

Claim Rejections-35 U.S.C. § 112, First Paragrapli, Enablement 

Claims 3-5 and (new claim 8) remain rejected under 35 U.S.C. 112, first 
paragraph, as failing to comply with the enablement requirement. The basis for this 
rejection is set forth at pages 2-4 of the previous Office Action (07 February 2006), 
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Applicant states that tlie claims have been amended and now focus on renal 
failure-associated metabolic disease. 

Applicant's arguments have been fully considered but are not deemed 
persuasive for the following reasons. The instant claims read on treating the 
subpopulation of renal-failure associated metabolic bone disease patients for this 
aspect of metabolic bone disease as well as all other forms of bone metabolic bone 
disease. The claims still broadly encompass treating all forms of bone metabolic bone 
disease. As was stated in the last Office Action, the specification and the art of record 
fail to teach the adenlne-induced chronic renal failure rat model (animal model 
employed in the instant specification) as an animal model for. all metabolic bone 
diseases. Yokozawa et al. (Nephron 44:230-234, 1986, reference submitted by 
Applicant) teach that long term feeding of adenine to rats produced metabolic 
abnormalities resembling chronic renal failure in humans. Yokozawa et al. teach that 
long term adenine feeding provides a model which would be useful to study chronic 
renal failure. The instant specification teaches that bone density of the femur of the 
adenine animal model was measured by a bone mineral analyzer, with attention being 
focused on the relationship between the renal failure in this model and a decrease in 
bone mineral (page 2, line 23-page 3, line 1). The specification teaches that the adenine 
model in which renal failure developed, was a pathological animal model showing 
complications such as renal osteodystropy, which is a metabolic bone disease. 
Metabolic bone disease is a broad term, which encompasses many diverse 
diseases/conditions. There are other elements and etiologies, which characterize 
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metabolic bone diseases that are vastly different. The animal model is a model for renal 
failure-associated metabolic bone disease but the specification is not enabling for 
treating all metabolic bone diseases. Amending the claim to recite a method of 
treatment of renal failure-associated metabolic bone disease comprising 
administering an effective amount of erythropoietin for said treatment to a patient with 
renal failure-associated metabolic bone disease would obviate the instant rejection. 

NEW CLAIIVI REJECTIONS 

Claim Rejectlons-35 U.S.C. § 112, First Paragraph, Written Description (New 
Matter) 

Claim 5 is rejected under 35 U.S.C. 112, first paragraph, as failing to comply with 
the written description requirement. The claim(s) contains subject matter which was not 
described in the specification in such a way as to reasonably convey to one skilled in 
the relevant art that the inventor(s), at the time the application was filed, had possession 
of the claimed invention. This is a new matter rejection. 

The specification as originally filed does not provide support for the invention as 
now claimed: "renal failure-associated osteoporosis". 

Applicant's amendment, filed 07 August 2006, does not provide sufficient 
direction for the written description for the above-mentioned "limitations". The Examiner 
has located diseases for which EPO is indicated in the instant specification. The 
specification states "diseases, for which EPO of the present invention is indicated, are 
bone diseases showing impairments in bone metabolism, including for example, renal 
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failure-associated osteodystrophy, marble bone disease, diabetic neuropathy and 
osteoporosis (page 6, lines 17-21). The Examiner cannot locate the wording or 
connotation of the instant claim (renal failure-associated osteoporosis). 

The specification as filed does not provide a written description or set forth the 
metes and bounds of this "limitations". The instant claim now recites limitations which 
were not cleariy disclosed in the specification as filed, and now change the scope of the 
instant disclosure as-filed. 

Applicant is required to cancel the new matter in the response to this Office 
action. Alternatively, Applicant is invited to provide specific written support for the 
"limitations" indicated above or rely upon the limitations set forth in the specification as 
filed. 

Claim Rejections - 35 U.S.C. § 112, Second Paragraph 

The following is a quotation of the second paragraph of 35 U.S.C. 112: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

Claims 3-5 and 8 are rejected under 35 U.S.C. 112, second paragraph, as being 
indefinite for failing to particularly point out and distinctly claim the subject matter which 
applicant regards as the invention. 

Claim 3 recites, "a method of treatment of metabolic bone disease, comprising 
administering an effective amount of erythropoietin for said treatment to a patient with 
renal failure-associated metabolic bone disease". The breadth of the instant claims is 
not clear because the body of the claims and the preamble is not consistent. 
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Conclusion 
No claims are allowed. 

Applicant's amendment necessitated the new ground(s) of rejection presented in 
this Office action. Accordingly, THIS ACTION IS MADE FINAL. See MPEP 
§ 706.07(a). Applicant is reminded of the extension of time policy as set forth in 37 
CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 

f 

shortened statutory period will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1.136(a) will be calculated from the mailing date of 
the advisory action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the date of this final action. 
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Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Regina M. DeBerry whose telephone number is (571) 

272- 0882. The examiner can normally be reached on 9:00 a.m.-6;30 p.m. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Brenda G. Brumback can be reached on (571) 272-0961. The fax phone 
number for the organization where this application or proceeding is assigned is 571- 

273- 8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For moi-e infonnation about the PAIR system, see . http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 
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